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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed v - 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 Responsive to communication(s) filed on 14 June 2004 . 
2a)D This action is FINAL. 2b)[2 This action is non-final. 

Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR L 17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on June 14, 2004 has been entered. 

Claim Rejections 35 U.S.C. 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. Claims 38-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zajaczkowski (US 5,726,250) in view of Hubbell (US 5,410,016, IDS). 

Zajaczhowski teaches a crosslinked water-absorbent copolymers useful for wound 
dressing or medical adhesive. The copolymer is made of macromers and monomers, wherein the 
macromer has a hydrophilic region, which may be polyethylene glycol, and acrylate terminal 
group, with molecular weight about 300-50,000, and preferably 300 to 3000; the monomers may 
be hydrophilic, such as hydroxyethyl acrylate, vinyl pyrrolidone, diacetone acrylamide, or 
hydrophobic, such as butyl acrylate. The amount of macromer may up to 35 % by weight. The 
crosslinking may be realized by employing polyfunctional macromers or monomers. See, 
particularly, the abstract, columns 4-5, column 6, lines 52-62, the example in columns 9-12 and 
the claims. When used as wound dressing composition, the copolymer may be incorporated with 
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therapeutical agents as served as sustained release device. See, particularly, column 8, line 48-63. 
As to the employment of the particularly moiety defined in claims 47, note, acrylate and lactate 
are known to be useful in the macromer, therefore, employ the ester of the two compounds 
herein is obvious. Polymerization initiator is required in Zajaczkowski's composition. See, 
particularly, the examples. 

Zajaczhowski does not teach expressly to employ a macromers having at least two 
polymerizable groups, or the particular, macromers. 

However, Hubbell et al. teach a biocompatible, biodegradable, polymerizable and at least 
substantially water soluble macromers having a variety of uses in vivo. The macromer has 
molecular weight about 400 to 30,000, and has polyethylene glycol moiety and alpha hydroxyl 
acid moiety, such as lactic acid. The macromer has at least two polymerizable terminal acrylate 
moieties. The hydrogel obtained from the macromer is particularly useful for wound dressing, 
tissue adhesives, tissue support, and control release of therapeutical agents. The macromer may 
be polymerized by a photoinitiator. See column 9. 

Therefore, it would have been prima facie obvious to a person of ordinary skill in the 
art, at the time the claimed the invention was made, to employ the macromers as disclosed by 
Hubbell et al. to make the crosslinked water-absorbent copolymers. 

A person of ordinary skill in the art would have been motivated to employ the macromers 
as disclosed by Hubbell et al. to make the crosslinked water-absorbent copolymers because of 
the advantage disclosed by Hubble, e.g., biocompatible, biodegradable, polymerizable, and 
further the macromer has more than one polymerizable groups, meet the requirement for internal 
crosslinking as defined by Zajaczhowski, and provide a means of crosslinking. Further, the 
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macromer has similar molecular weight and components to those employed by Zajaczhowski, 
and is particularly known to be useful in forming materials suitable for tissue adhesiv wound 
dressing and controlled release. 

3. Claims 38-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zajaczkowski (US 5,726,250) in view Jarrett et al (WO 98/12243, IDS). 

Zajaczhowski teaches a crosslinked water- absorbent copolymers useful for wound 
dressing and medical adhesive. The copolymer is made of macromers and monomers, wherein 
the macromer has a hydrophilic region, which may be polyethylene glycol, and acrylate terminal, 
with molecular weight about 300-50,000, and preferably 300 to 3000; the monomers may be 
hydrophilic, such as hydroxyethyl acrylate, vinyl pyrrolidone, diacetone acrylamide, or 
hydrophobic, such as butyl acrylate. The amount of macromer may up to 35 % by weight. The 
crosslinking may be realized by employing polyfunctional macromers or monomers. See, 
particularly, the abstract, columns 4-5, column 6, lines 52-62, the example in columns 9-12 and 
the claims. When used as wound dressing composition, the copolymer may be incorporated with 
therapeutical agents as served as sustained release device. See, particularly, column 8, line 48-63. 
Polymerization initiator is required in Zajaczkowski 's composition. See, particularly, the 
examples. 

Zajaczhowski does not teach expressly to employ a macromers having at least two 
polymerizable groups, or the particular, macromers. 

However, Jarrett et al. teaches a macromer containing polyethylene glycol moiety and 
carbonate moiety (e.g., trimethylene carbonate), and/or lactate moiety, and with more than one 
terminal acrylate groups. The macromer is particularly useful for adhere or seal tissues together 
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(wound dressing), or for controlled delivery of therapeutical agent. See, particularly, the abstract, 
pages 23-24, and the claims. The macromer is advantageous because it can be used to coat and or 
bond together any of a wide variety of surfaces, including bone or cartilage. See pages 30-31. 

Therefore, it would have been prima facie obvious to a person of ordinary skill in the 
art, at the time the claimed the invention was made, to employ the macromers as disclosed by 
Jarrett et al. to make the crosslinked water-absorbent copolymers. 

A person of ordinary skill in the art would have been motivated to employ the macromers 
as disclosed by Jarrett et al. to make the crosslinked water-absorbent copolymers because of the 
known advantage of the macromer, such as it can be used to coat and or bond together any of a 
wide variety of surfaces, including bone or cartilage. Further, the macromer has more than one 
polymerizable groups, meet the requirement for internal crosslinking as defined by 
Zajaczhowski, providing a means for crosslinking. Further, the macromer has similar molecular 
weight and components to those employed by Zajaczhowski, and is particularly known to be 
useful in forming materials suitable for wound dressing and controlled release. As to the 
employment of the particularly moiety defined in claims 47, note, acrylate and lactate are known 
to be useful in the macromer, therefore, employ the ester of the two compounds herein is 
obvious. As to the particular physical properties herein recited, note a composition, as suggested 
herein, comprising the macromer, e.g., 35KT (example in Jarret) and the monomer disclosed by 
Zajaczhowski would reasonably meet the limitation since the composition meet all the material 
limitations herein recited. Note a physical property of a composition cannot be separated from 
the composition. Further, one of ordinary skill in the art would have reasonable expected the 
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composition as suggested herein would be useful for bonding or repairing bone or cartilage since 
the macromer is particularly known for such purpose. 

Response to the Arguments 

Applicants' amendments and remarks submitted June 14, 2004 have been fully 
considered, but are not persuasive. 

Applicants argue that the macromer employed by Zajaczhowski is different from the one 
disclosed by the secondary reference or employed herein. Particularly, applicants argue that the 
macromer employed by Zajaczhowski does not have a hydrophobic region and the two 
polymerizable moieties as claimed herein. First, the examiner noted that the rejections are based 
on the combination of all cited references. Considering the cited references as a whole, the 
claimed invention would have been obvious to one of ordinary skill in the art. Further, 
Zajaczhowski does not require the macromer to be composed of hydrophilic moiety only, but 
only be substantially water soluble. The macromers disclosed by the secondary references 
certainly meet such limitation. As to the two polymerizable moieties, note Zajaczhowski 
particularly requires the composition be crosslinked, and states that the crosslinking may be 
realized by a variety of means, including internal crosslinking. One of ordinary skill in the art 
would have been motivated to employ the macromer disclosed by the secondary references 
because, in addition to other known advantages, the macromer would also function as 
crosslinking agent. No additional crosslinking agents would required. 

As to the physical properties herein claimed, i.e., modulus, note, a physical property of a 
composition cannot be separated from the composition. If the composition were old or otherwise 
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obvious, a recitation of a particular physical property would not make the composition distinct 
from the old or otherwise obvious composition. 

With respect to Hubbell 's teaching, note Hubbell never limit the utility of the macromer 
to soft tissue. In fact Hubbell teach broadly that the macromer may be used for tissue adhesive, 
tissue support, etc. see, particularly, column 10-11. 

4. In response to applicant's arguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). Particularly, the primary 
reference teaches a medical adhesive comprising a macromer, a monomer, and, if necessary, a 
crosslinking agent, which upon polymerization, forming a crosslinked polymer having 
hydrophilic region (the macromer) and hydrophobic region (the monomer). Secondary references 
teach the macromers herein employed and their advantages, in vivo utility, including as tissue 
adhesive. The macromer also have two polymerizable groups, and therefore, and are considered 
as a crosslinking agents. Considering the cited references as a whole, one of ordinary skill in the 
art would have been motivated to substitute the macromer in the primary reference with the 
macromers disclosed in the secondary references to take advantages of the macromers, which are 
biocompatible, biodegradable, having a variety of uses in vivo, and which can be used to coat 
and or bond together any of a wide variety of surfaces, including bone or cartilage. Further, the 
macromer may simultaneously function as crosslinking agents. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shengjun Wang whose telephone number is (571) 272-0632. The 
examiner can normally be reached on Monday to Friday from 7:00 am to 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, can be reached on (571) 272-0629. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-2 ^j^g^^Jj^" ee )* 

Shengjun Wang 
Primary Examiner 
Art Unit 1617 



